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Art Unit: 1651 

DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long}, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 5-9 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 21 , 28-32, and 35-37 of 
copending Application No. 10/570920 in view of Brasile (U. S. Patent Application 
Publication # 2002/0012988). The co-pending claims are both drawn to a device for an 
extracorporeal storage of organs in a organ perfusion chamber. The difference 
between the copending claims is the use of an oxygenator in application 10/570,920 as 
opposed to application 10/570,835. However one of ordinary skill in the art would 
recognized that an oxygenator is an obvious addition to an extracorporeal organ storage 
device as taught by Brasile (page 4, paragraph 39) since growing animal tissue needs 



oxygen. 
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This is a provisional obviousness-type double patenting rejection. 

Claim Rejections -35 USC §112 

Claims 5-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 5 refers to two fluids: a vitality-preserving fluid and a storage fluid. It is 
unclear if these are two distinct fluids, are a mixture of fluids or the same fluid since as 
the claim is written the storage and vitality-preserving fluids are kept in the same 
perfusion chamber and ran through the same dialysis circuit. Also claim 5 includes the 
phrase "wherein said vitality-preserving fluid includes a dialysate circuit" is indefinite 
since it is unclear if it is the fluid that is ran through a dialysis circuit or the fluid is a 
dialysate. Clarification is required. 

Claim 9 includes the phrase "comprises temperature-control loops embedded 
with a wall of said organ perfusion chamber". It is unclear if the temperature control 

■ r 

device is providing another wall in the perfusion chamber or if the device is imbedded in 
the wall of the perfusion chamber. Clarification is required. 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brasile (U.S. Patent Application Publication # 2002/0012988). 
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These claims are drawn to a system for extracorporeal storage of organs 
comprising: 

An organ profusion chamber 

A vitality-preserving liquid that is circulated into the organ perfusion chamber that 
includes circulation through a dialysis circuit. 

A storage fluid that fills the perfusion chamber. The organ perfusion chamber 

severs as a reservoir for the storage fluid which is a dialysate and the storage 

fluid is added to the dialysis circuit from the reservoir as needed. 

The system further comprises a temperature control device in the organ 
perfusion chamber to control the temperature of the storage fluid. 

Brasile teach a system for the extracorporeal storage of organs that includes a 
perfusion chamber and a dialysis machine that circulates and purifies the vitality 
preserving storage liquid (Fig 1 and paragraph 23). The chamber includes a reservoir 
that replenishes the fluid circuit as it flows over the organ and is purified. The system 
includes a temperature control device to control the temperature of the vitality 
preserving storage fluid inside the perfusion chamber (page 2 paragraph 12). 

Therefore the reference anticipates claims 5 and 6. 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.'C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/570,835 



Art Unit: 1651 



Claims 5, 6, 8, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brasile as applied to clams 5 and 6 in the above rejection. 

The description and rejection of claims 5 and 6 are listed in the 35 U.S.C § 
102(b) rejection above. 

Claim 8 limits the temperature control device is integrated into the wall of the 
organ perfusion chamber. Claim 9 limits that the temperature control device comprises 
temperature control loops embedded in the organ perfusion chamber. 

Brasile teach an organ perfusion chamber with a heat exchanger and a 
temperature sensor situated within the organ perfusion chamber (page 7, paragraph 
60). However Brasile does not specifically teach a temperature control device 
integrated into the wall of the organ perfusion chamber. However based on the 
disclosure by Brasile it would be prima facia obvious at the time of filing to modify the 
invention to integrate the temperature control device into the wall, since Brasile already 
places the temperature control sensors of the device in the perfusion chamber. 
Furthermore MP.E.P. § 2144.04 B state that making a device integral "would be merely 
a matter of obvious engineering choice" and as such is prima facie obvious to make the 
temperature control device integral with the perfusion chamber. 

Also since Brasile teach that the temperature controller maintains the 
temperature between 25-37 °C based on the input it receives from the sensor (page 7, 
paragraph 60) it is obvious that one of ordinary skill in the art would recognize that the 
system contains temperature control feedback loops. 

Therefore the references listed above renders obvious claims 5, 6, 8, and 9. 



Application/Control Number: 10/570,835 Page 6 

Art Unit: 1651 

Claims 5-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brasile as applied to clams 5, 6, 8, and 9 in the above rejection. 

The description and rejection of claims 5 and 6 are listed in the 35 U.S.C § 
102(b) rejection above and the description and rejection of claims 8 and 9 are listed in 
the 35 U.S.C § 103(a) rejection above. 

Claim 7 limits the temperature control device to a heating mat. 

Brasile teach an organ perfusion chamber with a heat exchanger and a 
temperature sensor situated within the organ perfusion chamber (page 7, paragraph 
60). Brasile does not teach that the heat exchanger is a heating mat. However it would 
have been obvious to someone skilled in the art at the time the invention was made that 
multiple methods can be used to heat the storage solution included a water heater to 
circulate warmed water around the reservoir (page 7, paragraph 60). One of ordinary 
skill in the art would recognize that a heat exchanger can include heating elements as 
well as a heating mat since both are known in the art to heat liquid as taught by 
Cooksley et al. (col 2, lines 65-70). Therefore it would be prima facia obvious to use a 
heating mat as a heat exchanger for the perfusion chamber. The references above 
render obvious claims 5-9. 

Claims 5,6, and 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brasile as applied to claims 5, 6, 8, and 9 above, and further in view of Bacchi et 
al. (U. S. Patent # 5,285,657, 1994). 
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The description and rejection of claims 5, 6, 8, and 9 are listed in the 35 U.S.C § 
103(a) rejection above by Brasile et al. Claim 10 further limits that the organ perfusion 
chamber is hermetically sealed against fluid and pressure. 

While Brasile does teach an organ perfusion chamber in combination with a 
temperature control device and dialysis system he does not specifically teach that the 
organ perfusion chamber is hermetically sealed against fluid and pressure. He does 
teach that it is important to minimize perfusion contamination due to contact with air 
(Brasile, page 9 paragraph 78) which provides motivation to hermetically (airtight) seal 
the chamber. However it would have been obvious to someone skilled in the art at the 
time the invention was made to make the organ perfusion chamber hermitically sealed 
in view of Bacchi et al. who teach an insulated organ perfusion chamber (Bacchi, col 1, 
lines 45-50) for extracorporeal organ transport (Bacchi, see abstract). Bacchi et al. 
teach that the lid of this chamber is hermetically sealed (col 7, line 45-50). 

It would have been obvious to someone skilled in the art to modify the invention 
of Brasile with the hermetically sealed lid taught by Bacchi et al. The motivation is 
provided by Brasile who desires minimal contact with air and the organ. Bacchi et al. 
provides the reasonable expectation of success by making an organ perfusion chamber 
that is hermetically sealed. 

Furthermore, M.P.E.P. § 2144.06 holds that it is obvious that since both devices 
are known for the same purpose (extracorporeal organ storage) it would be obvious to 
combine the elements of both devices to form a their device used for the same purpose. 
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Therefore, the invention as a whole would have been prima facie obvious at the 
time of filing in view of the references listed above and as such claims 5,6, and 8-10 are 
not allowable. 

In summary no claims, as written, are allowed for this application. 

In response to this office action the applicant should specifically point out 
the support for any amendments made to the disclosure, including the claims 
(MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP § 2163.06 for 
interpreting claims, it is noted that other art may be applicable under 35 U.S.C. § 102 or 
35 U.S.C. § 103(a) once the aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is requested in response to this Office action. 
CONTACT INFORMATION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thane Underdahl whose telephone number is (571) 

272- 9042. The examiner can normally be reached during regular business hours, 8:00 
to 17:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. . 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-19197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 




